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copy of .he Sequence lis. filed on May . , 2000 and Angus. .4, 200, herewi.h. Also enclosed are 
the mo s.amped re,urn pos,eards indica.ed .he previous submission of .he Seouence .is.. 
Applicants believe (his issue has been thoroughly addressed. 

- - The Examiner has requested correction of .he numbering of me claims and correcion of 
the claim dependencies. The claims have been amended according*. Reconsideration and 
withdrawal of mis objection is respectfully requested. 

The Examiner has required res* Cion under 35 USC §121 as follows: 

I. Claims 1-33, 36-45 and 60-65 are drawn to a humanized polynucleotide 
vector, a pharmaceutical composition comprising a. leas, one of receded veCor, a tt comprising 
,„e veaor, and me.hods of making the vec.or and using such for ehciting a specific immune 
response in a mamma,. Classified in class 435, subclass 320.1, and class 5 ,4, subclass 44. 

n . Claims 34 and 35 are drawn to a host cell comprising a polynucleotide 

vector. Classified in class 424, subclass 93.21 . 

ffl. Claim 46 is drawn to an isolated antibody. Classified in class 530, 

subclass 387.1. 

IV. Claims 47-51 are drawn to a sequence acceptance site. Classified in class 
536, subclass 24.1. 

With all due respect, applicants disagree that the Examiner's requiremen. is 
proper. However, in order ,o facilitate prosecu.ion and .o avoid a ho.ding of non-responsiveness, 
applicant elec, <he claims of Sr^pJ wBh <rave.se. In ,he even. ma. ft. Examiner does no. 
withdraw .he requiremen, a PP .iean.s expressly reserve .he righ. .o file a divisional app.ica.ion to 
the presently non-elected subject matter. 
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Applicants request reconsideration of the Examiner's requirement. An 

pending claims is requested. 

Early and favorable action by the Examiner is earnestly solicited. 

If the Examiner believes that issues may be resolved by a telephone interview, the 

may also be contacted by e-mail at drauth@morganfinnegan.com. 

A TiTTinwi7.ATION 
No additional fee is believed to be necessary. 

The Commissioner is hereby authorized to charge any additional fees which may 
be reqmred for this amendment, or credh any overpayment to Deposit Account No. 13-4500, 

Order No. 2026-4236US1. 

to the even. tha, an extension of time is required, or which may be required in 
addition to tha, requested in a petition for an extension of time, the Commissioner is recced to 

hereby authorized to charge any fee for such an extension of time or credit any overpayment for 



an 



extension of time to Deposit 
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A ccou„,No. ,3-4500, OrderNo. 2026-4236US.. A DUPLICATE OF THIS SHEET IS 
ATTACHED. 

Respectfully submitted, 
MORGAN & FINNEGAN 

P) 



By VL^X^ 
Dated: October 12, 2001 R ^ 



MORGAN & FINNEGAN, L.L.P. 
345 Park Avenue 
New York, N.Y. 10154 
(212) 758-4800 
Fax (212) 751-6849 




Reg. No. 36,434 
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m^PVFTt-lIP VERSION 

4. (amended) The humanized polynucleotide vector according to claim[s] 1 [-3] wherein 
the human derived promoter is a RANTES promoter or portion thereof. 

7.[8] (amended) The humanized polynucleotide vector according to claim[s 1-5 or 6] 1 
further comprising an origin for replication and growth and a nucleic acid sequence which allows 
for selection of recombinant plasmids. 

8[9]. (amended) The humanized polynucleotide vector according to claim 2 [8] wherein 
the origin for replication is colEl or functional portion thereof. 

2[10]. (amended) The humanized polynucleotide vector according to claim 1 [8] wherein 
the origin for replication comprises a 635 base pair region of the colEl origin of replication. 

m 1]. (amended) The humanized polynucleotide vector according to claim l[to 9 or 
10] further comprising a human-derived 3' splice sequence and a human-derived poly A 
sequence, both sequences located downstream of the sequence acceptance site. 

Jl[12]. (amended) The humanized polynucleotide vector according to claim JO [11] 
wherein the human derived 3' splice and poly A sequence are derived from human growth 
hormone. 

I2[13]. (amended) A polynucleotide vector according to claim[s 1-6 or 8-12] 1 wherein 
a 5' sequence acceptance site reads on the positive strand as GCCACCATGGCC. 

Ji[14]. (amended) A polynucleotide vector comprising SEQ ID No 16, SEQ ID No 27 
orSEQIDNo28. 

14[15]. (amended) A polynucleotide vector contained within a host cell deposited with 
the ATCC designation 98400 or ATCC designation 98401. 
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m6] . (tended) A po.ynuc.eo.ide vector according to claim[s] 1 [-6 or 8-15J further 
comprising cDNA targe, products, and an optional interna, ribosoma. entry site, said cDNA 
target products integrate* into said sequence acceptance site, said cDNA targe, products 
comprising a nucleo.ide sequence encoding a, .eas. one .arge. antigen or antigenic epitope 
hereof aione or in combination with a nuc.eotide sequence encoding a cytokine or chemokine. 

M 17]. (amended) A polynucleotide vector vaccine comprising a human derived 
promoter or mammalian homolog thereof which is functional in a mammalian urge, tissue or 
mammatian .arge. cel., said promo,er operably .inked ,o a sequence accep.ance si.e which 
directions accept cDNA .arge. products from riPCR Coning v,a unique si.es within an 
in.errup.eO pahndrome recognition sequence for a restriction endonuc.ease, an optiona. interna, 
ribosoma. entry site, and cDNA targe, products, said cDNA target products integrated into said 
sequence acceptance si.e, said cDNA .arget products comprising a nuc.eotide sequence encodmg 

sequences encoding vector-derived polypeptides wherein, said vector lacks an antibiotic 

resistance encoding nucleic acid sequence. 

Um (amended) A polynucleotide vector vaccine according to claims [17] whereinthe 

target antigen is a product of a tumor associated genetic derangement. 

mm (amended) A polynucleotide vector vaccine according to claim Ifi [17] wherein 
the targe, antigen is a tumor antigen, bacteria, antigen, vira. antigen, or parasitic antigen. 

m0] . (amended) The polynucleotide vecor vaccine according ,o c.aim[s 17or 18]lfi, 

2/neu, truncated EGFRvIH, CEA, MyC, Myb, OB-1, OB-2, BCR/ABL, GIP, GSP, RET, ROS, FIS, 
SRC, TRC, WT1, DCC, NF1, FAP, MEN-1, ERB-B1 combinations thereof. 
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2£|[21]. (amended) ApolynucleotideveCorvacctaeaceordingtoelaimWin, 18, 19or20] 
luriner compnsmg an additional cDNA targe, produc, comprising a nuc.eic acid sequence encoding 

a cytokine or chemokine. 

21(22]. (amended) A po.ynucleo.ide vector vaccine according ,o claim 20 PU wherein 
the cytokine is seiected from .he group consisting of interleukin 2, interleukin 3, in.erleukin 4, 
interleukin 7, in.erteukin 8, interleukin .2, interleukin .5, GM-CSF, tumor necrosis factor, 

interferon. 

22[23]. (amended) A polynucleotide vector vaccine according to claim 22 pi] wherein 
me chemokine is selected from the group consisting of RANTES, MCP, MP-Eo, MIP-l fc 

defensins, IP-10 and combinations thereof. 

23[24]. (amended) A method for expressing at least one target antigen or antigenic 

epitope thereof in cells comprising: 

introducing a humanized polynucleotide vector in.o said cells, under conditions for 
expression of the targe, antigen or antigenic epitepe .hereof, said vec.or comprising: 

a human derived promo.er or mammalian homolog thereof, which is functional in said 
cells, said promoter operably linked to a sequence acceptance site which directionally accepts 
cDNA targe, products from rtPCR cloning via unique sites wnhin an interrupted palindrome 
recognition sequence for a restriction endonuclease and, 

cDNA -get products, and an optional internal ribosomal entry site, said cDNA target 
products integrated into said sequence accept site, said cDNA targe, produCs comprising a 
nucleic acid sequence encodrng a, leas, one U.ge, antigen or antigenic epi,ope ftereof, and said 
vector lacking nucleic acid sequences encoding vector-derived polypeptides, wherein said vector 
lacks an antibiotic resistance encodrng nucleic acid sequence. 
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MPS]. (amended) The method of Cain, 23 [24] wherein the cells are selected from the 
group consisting ofmyocy.es and professional antigen presenting cells. 

25(26]. (amended) The method of claim 21 [24] wherein the targe, antigen is a tumor 
antigen bacterial antigen, viral antigen, or parasitic antigen. 

26T27]. (amended) The method of claim 21 [26] wherein the tumor antigen is P 53, RB, 
ras i„.-2 Hst, Tre 17, BRCA-1, BRCA-2, MUC-1, HER-2/neu, truncated EGFRvllI, CEA, 
M;c,Myh,OB,,OB,,Ba U ABL,O ff ,GSP,RET,ROS,HS,SRC,TRC,WT,,DCC,N F ., 

FAB MEN-1, ERB-B1 or combinations thereof. 

' 22(28) (amended) A pharmaceutical composition comprising at least one polynucleotide 
vector according ,o claims l^iO^M2 [M5 or ,6, and a pharmaceutical* acceptable 



earner. 



28.(29] (amende.) A pharmaceutical composition comprising the polynucleotide vector 
vaccine accordi„g.oc,aimsl^[n-22or23,andapharmaceu«ica,lyacceptah,e carrier. 

22(30). (amended) A kit comprising the polynucleotide vector according to cla,ms LX 

1 1 nr7-15 11-15 or 161- 

22(32]. (amended) A kit comprising the polynucleotide vector vaccine according to 

claims 1&22 [17-22 or 23]. 

3U33]. (amended) A kit according to clatm 32 [32], further comprising an expression 

enhancing agent. 

22(34,. (amended) The kit according to c,a,m 21 [33] wherein the expression enhancing 

agent is a mycotoxic agent. 

22135], (amended) The kit according to claim 22 [34] wherein the mycotoxic agent is 

bupivacaine-HCl and dextrose. 

24[36]. (amended) A host cell comprising: 
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the polynucleotide vector of claim 16^22 [17-22 or 23], wherein the host cell is 
capable of expressing the target antigen or antigenic epitope. 

35[37]. (amended) The host cell according to claim 34 [36] wherein the host cell is a 
myocyte or professional antigen presenting cell. 

36[38]. (amended) A method of stimulating a specific immune response to at least one 
target antigen or antigenic epitope thereof in a mammal comprising: administration of an 
effective amount of a polynucleotide vector vaccine according to claim 1^21^22 [17-22 or 23] 
into the mammal, said amount elicits the specific immune response to the target antigen or 
epitope thereof. 

37[39]. (amended) The method according to claim 3J> [38], wherein a site of 

administration is muscle or skin. 

al 40]. (amended) The method according to claim 16 [38] further comprising 
administration of effective amount of an expression enhancing agent prior to administration of 

the polynucleotide vector vaccine. 

22141]. (amended) The method according to claim 31 [40] wherein the expression 

enhancing agent is a mycotoxic agent. 

(amended) The method according to claim 22 [41] wherein the mycotoxic agent 

is bupivacaine-HCl or dextrose. 

am (amended) The method according to daim [38-41 or 42] wherein the 

target antigen is a tumor antigen, bacterial antigen, viral antigen or parasitic antigen. 

42144]. (amended) The method according to claim 41 [43] wherein the rumor antigen is 
selected from the group consisting of P53, RB, ras, in,-2, Hst, Tre 17, BRCA-1, BRCA-2, MUC 
,, HER-2/neu, truncated EGFRvin, CEA, MyC, Myb, OB-1, OB-2, BCR/ABL, OTP, GSP, RET, 
ROS, FIS, SRC, TRC, WT1, DCC, NF1, FAB, MEN-1, ERB-B1 and combinations thereof. 
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4H45]. (amended) The method according ,o claim 42 [44] wherein .he method generates 
antigen specific cytotoxic lymphocytes to the tumor antigen or antigenic epitopes thereof. 

M[ 46]. (amended) A method of making a humanized polynucleotide veotor comprising: 
operahiy linking a human derive* promoter o, mammalian homolog thereof which is 
functional in a target tissue or target ce»s to a science acceptance site, said site directionaily 
accepts cDNA targe, products from rtPCR cloning via unique sites * an interrupted 
palindrome recognition sequence for a restriction —ease, said vector iacking nucleic acid 
sequences encoding a vector-derived polypeptide wherein, said vector lacks an antibiotic 
resistance encoding nucleic acid seqeunce. 

45,47]. (amended) The method according to claim M [46], wherein the human derived 

promoter is a RANTES promoter or portion thereof. 

iSm. (amended) A isolate antibody comprising an antibody elicited in response to 
immunization with the polynucleotide vector vaccine according to claim l^UOZ [H-22 or 
23], said antibody is specific for the target antigen or antigenic epitope thereof expressed by the 
mammalian target tissue or mammalian target ceU. 

■ ffl 50]. (amended) The sequence acceptance site comprising nucleic acid sequences 
which accept cDNA targe, products from rtPCR cloning wherein the sequence acceptance site 
directional., accepts .arge. sequence specific products from rtPCR cloning via unique sites 
wi,hin an in.errup.ed palindrome recognition sequence for a restriction endonuclease. 

MS* (amended) The sequence acceptance site according to claim 42 [50] wherein .he 

restriction endonuclease is Bgl L 

42[52]. (amended) The sequence acceptance site according to claim 42^48 [49, 50 or 
51] wherein a 5' acceptance site reads on the positive strand as GCCACCATGGCC. 
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. <ite according to claim 49. [52[ wherein a 3' 
M 53]. (amended) The sequence acceptance srie accordmg 

■ i,„r,e thereof in a mammal, said method compnsmg: 
anngenoranttgemcepttopethereof tirte vect0 r vaccine according to 

^inis^ionofancrec.veamonn.ofapoiynucieoi.deveco, 

^onse.o.e^e.an.igenorepuope,^. ^^^^.ionis 
52(56]. (amended) A use according .0 eta™ S 1551. where. 

muscle or skin. comprising an 

. ., a nop according to claim ~iA w . 
54(57]. (amended) A use accorumg 

egression enhancing agent. iai m 54[57] wherein the expression 

sasfl. (—M) ^ use accOTd '" 8 

enhancing agent is a mycotoxic agent. ^ 

. in^ wherein the mycoioxi^ a & 

^[59,. (amended) The use accordmg to c.aun SS 1*1 

bup ivacine-HC. or dextrose. „ r55 58 0 , 59] wherein the targe. 

^.(amended) The use accordmg <o clam 52 [55 
^enisammoragen.hacteria.an.isen.vira.antigenorparasi.icanUgen. 
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AS61]. (tended) The use acceding to Cain, 51 [60], wherein the tumor antigen is 

S e,ec,ed from the group consisting of p53, RB, ras, intl-2, Hst, Tre ,7, BRCA-1, BRCA-2, 

MUC-1 HER-2/neu, truncated EGFRvIU, CEA, MyC, Myb, OB-1, OB-2, BCR/ABL, GIF, 

GSP, RET, ROS, F,S, SRC, TRC, WT1, DCC, NF1,FAB, MEN-., ERB-B1 and combinations 

thereof. 

52(62]. (amended) The use according to Cairn St [61], wherein the method generates 
antigen specific cytotoxic lymphocytes to the tumor antigen or antigenic epitopes thereof. 

Sm (amended) The humanized polynucleotide vector according to claims LULl* 
UUW or 8-16], wherein the recognition sequence is recognized by Bgll restriction 

endonuclease. 

6H65]. (amended) The humanized polynucleotide vector according to claim 2 [8], 
wherein the nucleic acid sequence which auows for sdection is a suppressor tRNA gene, a 
synthetic SupF complementation «RNA gene, or functional derivatives thereof. 

Om (amended) The humanized po.ynucleotide vector according to claim 41 [65], 
wherein the nucleic acid sequence is se,ec.ed <rom the group consisting of SupE, SupP, SupD, 
SupU, SupF, SupZ, glyT, glyU, SerP, psul^ , P su«34, psu3 + AM and psu 3 -OC. 

42167]. (amended) A polynucleotide vector according to claims UAiaHl [1-6 or 
8.121 wherein a 3' sequence acceptance site reads on the position strand as GCCTTAAGGGC. 

M[ 68]. (amended) The humanized polynucleotide vector according to claims U±i* 
HI [1-6 or 8-121. wherein the sequence acceptance site comprises the nuc.eotide sequence as 
depicted in Figure 2. 

am (amended) The method according to any of claims 23=25^24 [24 through 27] 
wherein the method is ex vivo. 
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